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(1)

ENSURING ACCURACY AND ACCOUNTABILITY
IN LABORATORY TESTING: DOES THE EXPE-
RIENCE OF MARYLAND GENERAL HOSPITAL
EXPOSE CRACKS IN THE SYSTEM? PART II

WEDNESDAY, JULY 7, 2004

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY AND

HUMAN RESOURCES,
COMMITTEE ON GOVERNMENT REFORM,

Washington, DC.
The subcommittee met, pursuant to notice, at 3 p.m., in room

2203, Rayburn House Office Building, Hon. Mark Souder (chair-
man of the subcommittee) presiding.

Present: Representatives Souder, Cummings, Ruppersberger, and
Carter.

Staff present: J. Marc Wheat, staff director and chief counsel; Ro-
land Foster, professional staff member; Malia Holst, clerk; Tony
Haywood, minority counsel; and Teresa Coufal, minority clerk.

Mr. SOUDER. The subcommittee will come to order.
Good afternoon. I thank you all for being here. Today’s hearing

will continue to examine the investigation of lab testing at Mary-
land General Hospital in Baltimore, MD.

At the request of the ranking democratic member of the sub-
committee, Elijah Cummings, we held a hearing on this topic on
May 18th. Due to time constraints, and a lot of votes, we were un-
able to complete the questioning of the final panel. Today we will
welcome back that panel of witnesses, as well as Kristin Turner,
a former lab worker at the Maryland General Hospital who was
unable to attend the May 18th hearing due to illness at that time.

During the 14 month period between June 2002 and August
2003, the hospital issued more than 450 questionable HIV and hep-
atitis test results. Despite the instrument readings showing that
the test results might be inaccurate, managers at the hospital
failed to act. Similarly, State insepctors did not respond to a 2002
letter from lab workers who warned of serious and longstanding
testing problems that put patients and problems at risk.

During this period in July 2003, the hospital lab was inspected
and accredited by the College of American Pathologists. CAP offi-
cials have assured the subcommittee that their inspection stand-
ards were even more stringent than required by the Federal Gov-
ernment. Yet the inspection did not identify the ongoing defi-
ciencies in lab testing. The problems at Maryland General Hospital
weren’t taken seriously until this year, when State insepctors in-
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vestigated another warning letter sent in December from a former
employee, Kristin Turner.

State officials have confirmed the existence of the 2002 letter.
They said they took the allegations seriously, but found them
vague and did not discovery the serious problems until this year.
Subsequent inspections by State officials prompted by the whistle
blower showed that the laboratory was in the midst of serious prob-
lems at the very time the accreditation inspection was conducted.
State inspectors concluded the lab was understaffed and rife with
equipment malfunctions. And State and Federal inspectors later
turned up pages and pages of violations of testing standards.

The College of American Pathologists has since suspended its ap-
proval for two key laboratory divisions. The complaint that led to
these findings alleged that the machinery used in HIV and hepa-
titis testing was not adequately maintained and that possibly erro-
neous test results were provided as a result.

In all of these inspections, similar issues were identified concern-
ing the management and quality assessment process of the labora-
tory that were found to be deficient. Each oversight entity ad-
dressed these issues, but did not inform all the remaining involved
parties of their findings. Therefore, each oversight entity did not
have the benefit of the findings of the others.

Only after a December 2003 complaint to the State survey agen-
cy that pinpointed a specific problem area to investigate did the en-
tities involved begin to communicate their findings to each other.
Yet, the College of American Pathologists did not even receive the
2002 lab workers complaint until the day prior to this subcommit-
tee’s first hearing on this matter in May. Fortunately, the hospital
has retested many patients and found the original results were
mostly accurate and steps have been taken to ensure patients are
now receiving reliable test results. State and Federal regulators are
now overseeing Maryland General’s efforts to improve its labora-
tory operations. A State Medicaid fraud investigation and a Federal
investigation by the Department of Health and Human Services’
Office of Inspector General are also ongoing.

The purpose of this hearing, therefore, is to gain a better under-
standing of all the issues that led to the deficiencies at Maryland
General Hospital and how these problems went undetected and not
addressed for such a long period of time, despite inspections and
warnings from lab personnel. Our goal is to make sure that a simi-
lar situation never happens again at other hospitals, and that pa-
tients can be assured that when they visit a hospital and have
tests taken that the results they receive are accurate and reliable.
We also want to be sure that all those adversely impacted by the
problems at Maryland General Hospital are identified and given
proper test results.

Our first panel will be Kristin Turner, former employee the
Maryland General Hospital. The second panel will include Mr. Ed-
mond Notebaert, President and Chief Executive officer of the Uni-
versity of Maryland Medical System; Ms. Carol Benner, Director of
the Office of Health Care Quality for the State of Maryland; and
Dr. Mary Kass, President of the College of American Pathologists.
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Thank you all for being here today and we look forward to your
testimony and insights on this issue. Now I’d like to yield to the
ranking member, Mr. Elijah Cummings.

[The prepared statement of Hon. Mark E. Souder follows:]

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00007 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



4

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00008 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



5

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00009 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



6

Mr. CUMMINGS. Thank you very much, Mr. Chairman, and I
thank you for holding this second hearing to examine issues related
to the release of invalid HIV and hepatitis tests to hundreds of pa-
tients at Maryland General Hospital in Baltimore City. This sub-
ject is extremely important to my constituents, who like myself re-
ceive health care from Maryland General Hospital. I appreciate
your taking an interest in this controversy, and the broader over-
sight issues it raises for the Congress of the United States.

In May, we held a first hearing looking into allegations first re-
ported by the Baltimore Sun in March, that from June 2002 to Au-
gust 2003, Maryland General Hospital released more than 450 in-
valid HIV and hepatitis test results despite error message from
testing instruments indicating that results might be incorrect. On
May 18th, we heard testimony from FDA concerning the process for
approving the Adaltis Labotech device that produced the invalid
test results, and from the Centers for Medicare and Medicaid Serv-
ices, concerning implementation of Federal regulations to ensure
accuracy and accountability in lab testing.

We also heard compelling testimony from Teresa Williams, a
former laboratory technician and supervisor at Maryland General,
who made numerous attempts to call attention to deficiencies in
laboratory operations, ultimately and unfortunately to no avail.

On the last of the three panels, we heard statements from rep-
resentatives of the parent institution of Maryland General Hos-
pital, the private accrediting body responsible for federally certify-
ing the Maryland General laboratory as them being in compliance
with Federal standards, Maryland’s Department of Health and
Mental Hygiene and the manufacturer of the Labotech testing in-
strument.

Because of time constraints we encountered during the final
panel, our questioning was cut short and today’s hearing provides
a rare opportunity to continue the dialog we began in May with the
latter group. And I do appreciate your holding this second hearing.

We are joined today by Edmond Notebaert, President of the Uni-
versity of Maryland Medical System; Carol Benner, Director of the
Office of Health Care Quality for the State of Maryland; and Dr.
Mary Kass, President of the College of American Pathologists.

Today’s hearing also gives an opportunity to hear from former
Maryland General employee Kristin Turner, who was unable to at-
tend the hearing in May due to poor health. Ms. Turner is respon-
sible for bringing the Maryland General lab testing problems to the
light of day. I salute her for her courage in coming forward, and
I am happy that she is able to join us today to share her experi-
ences and perspective.

Although the events that initially caught the subcommittee’s at-
tention occurred at a single hospital in Baltimore, MD, they have
implications for health care consumers all across this great Nation.
My goal in requesting these hearings is to ensure that nothing like
what occurred at Maryland General happens again anywhere in
the United States. Fortunately, in the case of Maryland General,
99 percent of those who received invalid tests had their original
test results confirmed.

But we cannot rely on luck as a public health safety net when
lives are in the balance. The American people are entitled to have
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faith that the laboratory tests that helped to determine the course
of their medical treatments are as reliable and accurate as they
can possibly be. That is a promise set forth in the Clinical Labora-
tory Improvement Amendments Act and we must ensure that the
regulatory system established to enforce CLIA is adequate to fulfill
that promise.

Sadly, the case of Maryland General appears to be one in which
laboratory supervisors not only failed to ensure their proper quality
controls were in place, but also deliberately altered or concealed in-
formation that would have led to the discovery of invalid test re-
sults being released to patients. Moreover, employees who ex-
pressed concerns about the inadequate quality controls and unreli-
able results were discouraged from expressing their concerns with-
in the laboratory and outside of it.

It shocks the conscience that health professionals would delib-
erately engage in conduct that clearly places the lives of patients
at unnecessary risk but it is equally disturbing that the process for
detecting deficiencies was so easily circumvented. One would hope
that such abhorrent conduct by laboratory personnel is rare. But
the system of enforcement should account for the fact that there
may be bad actors in positions of authority who will seek to conceal
evidence of serious lab deficiencies from inspectors.

It is far from clear to me that the system in place does this ade-
quately. I must say, Mr. Chairman, I’ve had an opportunity just re-
cently, last week, to visit Maryland General. And I am very pleased
with the progress that has been made by Mr. Notebaert. I think
there have been just tremendous efforts to No. 1, find those pa-
tients that were tested, and improve the lab. As I said last week,
I think now the lab and the hospital is probably one of the best run
in the country, because it has come under the eye of so many agen-
cies. And I want to applaud Mr. Notebaert for your efforts.

So today, each of our witnesses is in a position to provide an in-
formed perspective on what gaps in the system may exist and how
they can and should be addressed. I thank all of our witnesses for
their appearance before the subcommittee today and I look forward
to their candid testimony.

Thank you very much.
[The prepared statement of Hon. Elijah E. Cummings follows:]
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Mr. SOUDER. Two brief things before I yield to Mr.
Ruppersberger. First, I want to commend Tony on the Democratic
staff for arranging the musical accompaniment to your opening
statement. Second, this hearing appears to forever trigger votes. So
you just heard the bell, so we’re going to have a vote to start. For-
tunately, it’s only one vote, so we’ll have Mr. Ruppersberger’s open-
ing statement, we’ll go over, vote and then be back as quick as we
can walk over and back.

Mr. Ruppersberger.
Mr. RUPPERSBERGER. First, Mr. Chairman, thank you, and Con-

gressman Cummings, you’ve really done a great job in pulling this
together and I think that your efforts, and working closely with
Maryland General Hospital, will improve hopefully our whole sys-
tem throughout the country. That’s what we’re really here about.
So, good job.

The followup hearing today is very important for two main rea-
sons. First, it allows us to revisit this topic and discuss the steps
Maryland General Hospital has taken in the interim to address the
problems its lab experienced. We need to make sure the plan Mary-
land General Hospital has and is in the process of implementing
is accurate in design and scope. Both the employees and patients
of Maryland General Hospital deserve the best lab environment to
ensure the community is receiving the quality of care they deserve.
I look forward to today’s testimony and hearing and update on
these critical concerns.

Second, returning to this topic allows us to look nationwide and
consider what Congress can do to protect labs throughout the coun-
try. In light of all that has happened, Maryland General Hospital
is probably one of the best places to have your lab test performed
today.

But I worry about labs elsewhere. What we have learned in the
first hearing and what still needs to be addressed is how we will
ensure that this problem does not happen again in another lab. It
is the second question that promoted me to request an analysis
from the Congressional Research Service in May 2004, outlining
the questions raised in the first hearing, the background involved
and the questions Congress should be considering to assure quality
in clinical labs.

Mr. Chairman, I ask unanimous consent to have the CRS memo
inserted into the record as part of my opening statement.

Mr. SOUDER. Without objection, so ordered.
Mr. RUPPERSBERGER. Thank you. The questions raised by the

Congressional Research Service cover several categories. These in-
clude defining the scope of the problem, oversight and coordination
and compliance and enforcement. I encourage my colleagues to con-
sider this memo as we explore legislation options to address this
important issue.

Thank you.
[The prepared statement of Hon. C.A. Dutch Ruppersberger fol-

lows:]
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Mr. SOUDER. I thank you. And the subcommittee stands in re-
cess.

[Recess.]
Mr. SOUDER. The subcommittee will come to order.
It’s the custom of this committee that we swear in our witnesses,

as the oversight committee. So if you’ll raise your right hand.
[Witness sworn.]
Mr. SOUDER. Let the record show the witness responded in the

affirmative.
I’m glad you are able to join us today, and we look forward to

your testimony.

STATEMENT OF KRISTIN S. TURNER, FORMER EMPLOYEE OF
MARYLAND GENERAL HOSPITAL

Ms. TURNER. Thank you for inviting me to testify, and thank you
for making this issue important enough that you’re going to make
sure that what happened at Maryland General happens nowhere
else.

I want to thank the University of Maryland medical system for
taking the steps that they took in making sure that the issues were
taken care of in such a quick manner.

I don’t have an additional written statement from the statement
of before. I’m here more, if there’s any other information you would
like to know from me, in addition to my written statement. I had
a couple of concerns about some of the testimony that was given
in May as far as, and just very minimal things. I have a lot I would
like to say, but it would be more than we have time for.

But just initially, I think that it worries me that the lack of ac-
tion that the FDA seems to be able to take as far as medical de-
vices goes. I think that there needs to be more people in the loop
as far as reporting of incidents with medical devices.

I realized, I noticed after reading the statement from them that
Adaltis didn’t, it was left up to the responsibility of Adaltis to re-
port the incident happening, and that they didn’t report it initially
because there was no infection that resulted. They didn’t even
think that it was important enough to report unless something
happened secondary to that exposure.

And I think that the incident itself is what needs to be reported
immediately to whoever is doing the oversight for medical devices.
That is part of what worries me the most, is whose responsibility
is it to report problems with medical equipment to the FDA. If it’s
left up to the manufacturers, that just scares me. It doesn’t seem
like they would be real excited about reporting their failures. It
seems like there needs to be something that says, when something
happens, no matter how minimal you might think it is, it needs to
be reported as an incident and investigated.

That’s pretty much it. I’ll just answer anything you have to ask
me.

[The prepared statement of Ms. Turner follows:]

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00030 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



27

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00031 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



28

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00032 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



29

Mr. SOUDER. Your full statement will be inserted into the record
again. As you probably know, we read your statement the last
time, so it was already read into the record.

I’m going to yield to Mr. Cummings for first questions.
Mr. CUMMINGS. Thank you very much. Ms. Turner, as I’ve said

to you before, when I first met you, and I say it to you again, I
do thank you for coming forward. I have seen with my own eyes,
and I’ve heard with my own ears vast improvements at Maryland
General Hospital. I don’t know if you know this, but many employ-
ees that you may have worked with are so pleased with what has
happened there that they have come back to work in the lab.

Ms. TURNER. Good.
Mr. CUMMINGS. By the way, you may be getting some notes from

them, they got a pay raise.
Ms. TURNER. Great.
Mr. CUMMINGS. Because of you. And we heard some testimony—

so I thank you very much. Do you know Teresa Williams?
Ms. TURNER. I met her once.
Mr. CUMMINGS. Teresa Williams testified before us back in May,

and she talked about feeling intimidated. As a matter of fact, it
was on a lot of news shows. I guess one of the things we’re trying
to get to, and the committee is very concerned about, is how do we
make sure that people like you, when the College of American Pa-
thologists come in, for example, or the State comes in, have an op-
portunity to express their concerns? What are your feelings on
that?

Ms. TURNER. I was at Maryland General for a couple of CAP in-
spections. I know that we were aware that they were there, but
they never actually communicated with the individuals who were
actually doing the work. They were communicating with the super-
visors and the lab directors and things like that.

I guess it would be very helpful if there was a way that we were
able to talk to them, and if there was anything that needed to be
done, it would be done in an anonymous manner. So if there was
a problem with the machine, for example, or problems with a sec-
tion in general as far as like, we’re worried about results or wor-
ried about how something was being done, if we could report that
to CAP and know that our name was not going to be brought up
as being the person who said, this is really messed up, and all that,
so there could be an anonymous way for us to report to CAP. Face
to face would be great.

Mr. CUMMINGS. One of the things that has happened as a result
of your actions and people like Teresa is that Mr. Notebaert has
established a system by which anonymous complaints can be made
directly to him. Is that good enough, do you think?

Ms. TURNER. I definitely think that’s a great step.
Mr. CUMMINGS. Say that again?
Ms. TURNER. I think it’s a great step. I’m not sure how well—

it depends, I guess, on what the response would be to complaints
that were made. Because complaints were made to the directors of
the lab and that obviously wasn’t enough. So I guess to be able to
go to the top would be a good thing.

Mr. CUMMINGS. And if there were a system by which, when in-
spectors came in, they, say from CAP or from the State, that em-
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ployees were, it was made known, say, for example, to the employ-
ees, that they were looking for any concerns that the employees
might have. Say for example, they gave them a little card and said,
you can send in an anonymous, typed-up bit of information. Do you
think that would be helpful.

Ms. TURNER. I think that would be great. I think it would be
very helpful. I was thinking also that it might be really good if
there were concerns made that maybe there were three copies, and
three different departments or three different people were notified
of that, so that if two people dropped the ball, then there’s one per-
son to followup on that, so there’s accountability at every level. I
think that would be a very good thing to happen.

Mr. CUMMINGS. Now, you went to great lengths within the sys-
tem and outside the system to put the word out that you had con-
cerns, is that right?

Ms. TURNER. I did, yes.
Mr. CUMMINGS. Tell us what you did.
Ms. TURNER. Probably, in my recollection, it seems like I did this

on a weekly basis, told the administrative laboratory director, as
well as my supervisor over the department. I was told, actually, to
keep it within the lab. Because I asked on a number of occasions
about going to risk management, which is something that we’re
told you can do.

When you come in for your employee orientation, you’re told you
can go to risk management if you have an issue. But I was told
in the lab that the lab handles the lab’s business.

Mr. CUMMINGS. So basically what you had was, although you
were giving information, telling the people in charge of the lab
what the problems might have been, there was no way for that in-
formation, the information to your knowledge wasn’t flowing past
your supervisors or whoever was right there in the lab.

Ms. TURNER. And it took a while to realize that. But that was
what I came to understand was happening, was that it was stop-
ping there rather than being reported further on, where something
was actually going to be done. And in fact, it seemed to me that
the problems regarding the particular issues that I knew about
were almost being kind of kept away from the other people who
should know about it, even in the lab itself.

Mr. CUMMINGS. When I had an opportunity to talk to you a few
months ago, you said something that was very interesting. You
said a number of people at the hospital, particularly in the lab, had
left because they were so frustrated that they could not, that noth-
ing was happening. So I assume that you could see certain prob-
lems recurring, and you didn’t see any results taking place. Did
you ever try to go above the lab and the supervisors in the lab?

Ms. TURNER. I did not. The farthest that I went was to Dr. Stew-
art.

Mr. CUMMINGS. And Dr. Stewart was the head of the lab?
Ms. TURNER. He was the administrative lab director. So he was,

there was a medical director above him. My understanding was
that they communicated about everything. But that didn’t turn out
to be the case. So that is where I took it, that was the top of the
lab for me in my position.
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Mr. CUMMINGS. What was the thing that got all of this started?
What’s the first thing that you noticed that kind of got you upset?

Ms. TURNER. Well, I was concerned about the machine and the
results that were coming from it, just because there were so many
errors with the machine. There were also things that were happen-
ing with the machine, like it was missing steps or missing re-
agents. And every step is required to have a valid result. But the
machine wouldn’t be aware that it had made this mistake. So if I
didn’t happen to be standing there watching it, then I would think
the results were OK at the end, which is not really such a good
thing.

So I voiced those concerns lots of times. And the machines were
always broken, and nothing, they would never be fixed adequately.
They would be fixed and maybe they would work for a couple of
days and then we would have to call service again. It seemed like
that wasn’t such a good deal. It seemed like something could be
done better.

Then, the incident that resulted in my exposure happened and
I went in the day after the accident to fill out some paperwork and
things like that. I went into the lab and the very next day, they
had people working on the same machines. Well, then Labotech, I
don’t know if it was the same machine in particular, but all of the
machines there showed the same problems. That worried me, be-
cause it seems that you would investigate to make sure that you
weren’t putting your employees in harm’s way, being that there
had just been a serious accident that happened. I would think they
would at the very least look into that before just putting people
back on the machines.

And most of the information that I have I received after my acci-
dent, and it was as a result of other people, outside people looking
into the accident and how it happened, other departments in the
hospital. They uncovered all kinds of information that was kind of,
it was in, I guess kind of little, not cubicles, but it was separated
from everything else. So somebody had knowledge of it, but it
wasn’t being connected with what was happening now. So the seri-
ousness of everything, since the machine got to the lab, didn’t be-
come apparent until after my accident occurred.

So it was at that time that everybody now had all of the informa-
tion from when Teresa Williams was there all the way up through
my accident. And the realization came that somebody knew that
there was something really wrong from a really long time ago. So
I thought that maybe now that everybody had this information,
surely the hospital would fix it. So I gave them quite a while to
fix it.

When I found out that I had been terminated, I found out by ac-
cident, they didn’t actually even tell me this. That was kind of my
signal that they had decided not to deal with it, but they had de-
cided more to push it under the rug. And I had really given them
every chance and every benefit of the doubt that they were going
to fix it on their own.

Mr. CUMMINGS. You said you knew about when CAP came in, is
that right?

Ms. TURNER. Yes.
Mr. CUMMINGS. Did you know when the State came in?

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00035 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



32

Ms. TURNER. No. And that’s a huge issue, I think. Because for
CAP, we knew weeks in advance they were coming and the labs
were always, everybody from the supervisors on down, it was like,
OK, CAP is coming so do this, clean up this area, or do this, do
this, get ready. Everybody was getting ready at every level. For us,
it didn’t really affect us so much as just making sure that where
we were working was maybe cleaned up or whatever, was orga-
nized better, so it didn’t give them anything to have to look at.

But the supervisors and things like that, it was almost chaos for
them trying to get ready for CAP coming. But the State, you have
no warning. So I think that’s an amazing thing.

Mr. CUMMINGS. Is that a better system, you think, no warning?
Ms. TURNER. Absolutely. Because I think, when the State comes

in, it’s my understanding that they come in and they don’t say, no,
not in 2 hours, I don’t want this information, I want you to take
me in now and I want the information and I want to see it for my-
self, what’s happening now. I think that is how inspections should
be done of laboratories.

Mr. CUMMINGS. Let me just ask you this, and then I’ve run out
of time, but let me ask you this. You just said there was a lot of
cleanup, and I’m not trying to put words in your mouth, but it was
almost panicking, panic time when it came time for the CAP in-
spectors. Did the CAP inspectors get a true picture of what the lab
was like on a day to day basis, or did they get something else?

Ms. TURNER. I think they got the cleaned-up, Sunday church ver-
sion of the lab.

Mr. CUMMINGS. The cleaned-up, Sunday church version.
Ms. TURNER. Yes.
Mr. CUMMINGS. OK.
Ms. TURNER. Honestly, I——
Mr. CUMMINGS. I just wanted to make sure I heard what you

said.
Ms. TURNER. Yes. It’s not the every day runnings in any way. Ev-

erything is just cleaned up, everything is shown in the very best
light that it possibly can be, and kind of, you hope they don’t look
in the shadows, I think, is kind of how the lab approached it.

Mr. CUMMINGS. So if you were trying to, looking backward now,
and looking at the fact that CAP came in and CAP didn’t detect
certain things, and maybe it’s just the way they do it and the kind
of information that might be available to them, what would your
recommendations be with regard to—I know one of them would be
that CAP not announce when it’s coming in.

Ms. TURNER. Right.
Mr. CUMMINGS. What other recommendations would you have?

You have to keep in mind that CAP is doing these inspections all
over the country.

Ms. TURNER. Right. I think maybe there could be somehow more
unbiased, I’m not saying that CAP is biased, but they are all mem-
bers of the same organization, they are all laboratory members, it’s
to their advantage to have laboratories pass, because that’s what
they do. It’s kind of hard. I’m not very organized with that answer.

Mr. CUMMINGS. Let me try to help you. Let me just ask you this.
You’ve watched CAP do inspections, have you not?

Ms. TURNER. Yes.
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Mr. CUMMINGS. And you talked about the cleanup before CAP
came. It just seems to me that if we are operating a lab which is
performing tests that could result in a person getting treatment for
a life-threatening ailment or not, it seems as if the standards
would be constant. It shouldn’t be a cleanup.

Ms. TURNER. Right.
Mr. CUMMINGS. So I’m trying to figure out what it is you were

cleaning up. What we’re trying to come up with is trying to make
sure that a hospital in rural Indiana, where Mr. Souder is from,
if a CAP inspection team comes in that his constituents, just like
my constituents in Baltimore, would feel comfortable that there is
an agency like CAP that is doing a good inspection. And when they
put the Good Housekeeping seal of approval on it, it means some-
thing.

What I’m asking you, and you may not be able to answer this,
what would you like to see happen to make sure that Good House-
keeping seal is valid?

Ms. TURNER. Well, I think the surprise inspections, the chance
that any minute of any day somebody can come in and revoke your
ability to operate based on what they see, is an amazing motivator.
I think that just maybe having there be some way where CAP sees
something other than what the lab shows them.

I know that for paperwork and things like that, they see what-
ever the supervisors get ready and present to them. So they don’t
go looking on their own. It’s my understanding that they don’t. I
never saw them go looking through the file drawers on their own.
They took at face value what the lab said and what they told them
or what they showed them as far as paperwork.

Other than that, maybe just making sure that there are other
agencies that can maybe overlap that responsibility, so that they’re
not the final word, or there needs to be something other than pass-
ing CAP inspections for maintaining a lab and being able to oper-
ate a lab when people’s lives are at risk.

Mr. CUMMINGS. Thank you, Mr. Chairman.
Mr. SOUDER. I have a couple of followup questions. You’ve raised

some really problematic questions regarding your particular labora-
tory that I’m not sure I’m comfortable with extrapolating beyond
that. If I understand, do you believe the person who ran your lab
got a particular tip from the inspector, or what made you think
that they knew about the inspection?

Ms. TURNER. CAP inspections are scheduled. So they know when
CAP is coming. The laboratory is notified, if not a month in ad-
vance, it’s earlier than that.

Mr. SOUDER. They testified under oath that isn’t true nationally.
Ms. TURNER. Oh. Well, I’m not sure about that.
Mr. SOUDER. We’ll hear that in the second panel. So if you place

was——
Ms. TURNER. We were aware that CAP was coming.
Mr. SOUDER. That’s what I understood them to say last time

under oath, is that they were unscheduled.
They are scheduled in advance or not scheduled? Is the person

who is going to testify from the Pathologists here? Can you nod
your head, are they scheduled or not scheduled? They are sched-
uled. OK. I’m incorrect.
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So if they are scheduled in advance, that is problematic. I agree
with Mr. Cummings that they should be unscheduled, and I
thought that we understood they were not, and that was a matter
in debate. Why do you believe that, well, let me ask you another
question? Were you terminated by the lab or by the hospital? I for-
get from the last time, is the lab an independent entity that rents
space from the hospital?

Ms. TURNER. No, it’s all part of Maryland General.
Mr. SOUDER. So your checks came from the hospital?
Ms. TURNER. Yes.
Mr. SOUDER. Do you have an appeal process if you get termi-

nated?
Ms. TURNER. I was told no. I requested that it be looked at, be-

cause I was sent a letter that said I would be left on medical leave,
that I wouldn’t be terminated. And then I came to find out by acci-
dent that I had been terminated.

Mr. SOUDER. Did you appeal past the lab? Did you write a letter
to the hospital or anybody beyond the lab?

Ms. TURNER. I did. And I sent a copy of the letter that I had re-
ceived and they never——

Mr. SOUDER. The hospital didn’t respond to you?
Ms. TURNER. No.
Mr. SOUDER. Did you raise concerns that it might be because you

raised concerns in the lab? In other words, did you tell them?
Ms. TURNER. At that point, I didn’t. I thought, but I also know

that it’s much easier to, if somebody is making trouble or bringing
up issues that then have to be dealt with, it’s easier to push them
under the rug or get them out of the circle, so they can’t make
noise any more within the organization.

Mr. SOUDER. But you don’t know whether the hospital knew you
were in fact—because what I understood, let me see if I understood
this correctly, that you gave, you went to the lab director inside the
lab, but they didn’t want you to go outside their unit. Did you
make anybody aware outside the unit that you had concerns?

Ms. TURNER. Not at that point, no.
Mr. SOUDER. At any point before you were terminated?
Ms. TURNER. I’m not sure.
Mr. SOUDER. Because part of the question here is what did the

hospital know. If they didn’t know you were complaining, they
can’t——

Ms. TURNER. Well, I know that my termination came from inside
the lab, the lab turned in the papers. Because when I had talked
to human resources, they were kind of in a shuffle trying to figure
out how that actually happened, because they weren’t aware on all
the levels that they needed to be aware that had actually taken
place.

Mr. SOUDER. And at the last hearing we had testimony that the
Labotech equipment, other than two kind of minor concerns, one
was more significant than the other, over many years they had not
had this problem at other locations. Is that what they told you, and
what did they tell you on a regular basis when you filed the com-
plaints?

Ms. TURNER. Are you talking about what Adaltis told me? Their
technical service did tell me that we seemed to have more problems
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than anywhere else. And I guess I questioned that, because there
was a variety of people running the machines, from medical tech-
nologists with 20 plus years of experience to people with less than
1. But there was not just one single person that was having prob-
lems with the machine.

And both machines that we had there, we had a total of three,
that the two machines that were in service at the time had signifi-
cant problems constantly. So every time that we called and every
time they sent service out, they acted like it was something that
was different, and yet service was constantly busy.

Mr. SOUDER. Did you hear any discussion inside the lab if in fact
there wasn’t problems at other labs why your lab just didn’t get
new machines in?

Ms. TURNER. Well, there was a lot of concern as to if our labs
were having this many troubles, then how can this be OK.

Mr. SOUDER. But let me give you an example. We had a regular
problem with one of our Xerox machines, presumably Xerox, what-
ever it was, in our office, breaking down. At some point we said,
‘‘we’re sick of the service complaints, give us a new one.’’ Did that
happen, because that would force them to either say, look, it’s the
machine or the operators?

Ms. TURNER. That did happen, actually, with the very first ma-
chine that we had. And Adaltis’ response was to agree to provide
Maryland General with another machine, exactly the same. So now
Maryland General had two machines. The problem was that the
other machine that they provided had the same problems.

So it should be maybe that if one machine was broken you had
another one to turn to. But more often than not, you couldn’t rely
on either one. And they refused, the hospital or the laboratory ad-
ministration refused to replace the machines, even with all the
problems we had. And every machine, there can be a lemon, no
matter, if it’s a Mercedes or whatever it is, it doesn’t matter, they
can make lemons. Adaltis refused to even acknowledge that was
possible.

But I think that the chances of getting three lemons all at the
same time are kind of strange. It’s a little bit low on the chance
thing there.

Mr. SOUDER. I understand. You’d think that one of them would
work.

Ms. TURNER. Right. It’s kind of a bad sign if you get three ma-
chines and they all have the same problems.

Mr. SOUDER. The normal thing is you look for a different ma-
chine.

Ms. TURNER. Right, which actually we provided information
about other options and other companies that made machines that
had been tested and that other laboratories loved and were relied
upon. They wouldn’t even hear of the option of replacing it. We
brought it up, and they said no, keeping the Labotechs.

Mr. SOUDER. Mr. Ruppersberger.
Mr. RUPPERSBERGER. First, I thank you for coming forward and

your courage, and you will make a difference in this whole issue.
I’m going to save my questions for the second panel.

Mr. SOUDER. Thank you. Judge Carter, do you have any ques-
tions?
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Mr. CARTER. I think I’m going to wait, thank you, Mr. Chairman.
Mr. SOUDER. Mr. Cummings.
Mr. CUMMINGS. I just want to go to the one thing that’s very,

very important. In a few minutes, Dr. Mary Kass, president of the
College of American Pathologists, is going to testify. Part of her
testimony, I want you to comment on, because we won’t be calling
you back except for some written questions.

She says here, as you may recall, this is part of her testimony,
the CAP stated in its May 18 testimony that the quality control de-
ficiencies for HIV and hepatitis C testing were not uncovered by
CAP inspectors during a routine April 2003 inspection or by State
inspectors in the fall of 2002. Now, listen to this. Because quality
control data in this area was found to have been edited.

Who would have done that editing?
Ms. TURNER. That depends on——
Mr. CUMMINGS. Do you know what this means, first of all? Are

you familiar with these terms?
Ms. TURNER. I think I do. I think that would be, she was prob-

ably referring to the internal quality controls. Those are the values
that there was a big issue when the Labotech would fail a run, and
it would be because the positive control was out of range, or the
negative control was out of range. At that point, we were instructed
to call Adaltis. And when we would call Adaltis, they would say,
OK, actually they’d give us passwords and all this other stuff to go
in, and they’d say, OK, change this number. And it was like, well,
is that OK? These are controls for the entire assay. This should
just be run again.

And at that point it was more of a money thing, it was a cost
thing, because to rerun it, regardless of what it means to the pa-
tients on the other end, it would cost, you would have to re-use al-
most every single, you’d have to use up almost a whole kit to re-
run it. A whole kit for one run is ridiculous. So it was cost reasons,
I think, was the thing.

But when I asked Adaltis about that, they said that they have
ways, they have a formula or something that shows them that ac-
tually it is only this that maybe went wrong, so then they can just
tell us to change the numbers to this. And what happens through
is if you change the control value to where it works, it changes the
other values, obviously it changes the patient values the same,
based on whatever formula they give you.

So say the positive control is like 2.1 or something and it was
low. So instead you’d take it up, you add something to the positive
value so that it will be in the positive control range. Then it adds
that same amount to the patients——

Mr. CUMMINGS. Let me try to put it in lay language. Let me
make sure I understand what you’re saying. You’re saying that
you, when these tests were done, and there was a question as to
their accuracy, instead of them being rerun, you all might call
Adaltis, the manufacturer of the machine, is that right?

Ms. TURNER. Right.
Mr. CUMMINGS. And you would say to Adaltis, what would you

say to Adaltis?
Ms. TURNER. Well, usually it was that Dr. Stewart expected us

to call them, first of all, because we would go to him and say, look,
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we had this failed run, well, the controls are out of synch with each
other, and they just aren’t in the right range.

Mr. CUMMINGS. So that’s like a red flag going up?
Ms. TURNER. Yes.
Mr. CUMMINGS. Whatever would have caused you to go to Dr.

Stewart would have been like lights going off saying something is
wrong.

Ms. TURNER. Right. Only because when we would rerun them, if
he would find out that we automatically reran them, then that
would not be OK with him.

Mr. CUMMINGS. So he would be upset, based on what you just
said a moment ago, because he was worried about the costs of re-
running tests that may have been inaccurate for the person who
did or may not have had AIDS or hepatitis?

Ms. TURNER. Exactly.
Mr. CUMMINGS. Because of money?
Ms. TURNER. Yes. And his instructions were to call Adaltis and

see if they could get it to work.
Mr. CUMMINGS. Then when you would call Adaltis, they would

give you a formula——
Ms. TURNER. They would give us new numbers to put in the con-

trol values, so that the whole assay passed. And their explanation
was that actually all of the values were valid, all of the results
were valid, but just the controls, maybe it was contaminated, or
maybe the reader was just reading that particular well too high or
something like that. It was really frightening.

Mr. CUMMINGS. Let me just ask you——
Ms. TURNER. The positives were automatically repeated. I re-

peated them, anyway. Those are the things. But it’s like, with the
mistakes that the machine made, how many samples got missed,
and the possibility was there that there were positives that were
missed, because they weren’t even sampled.

Mr. CUMMINGS. Last question. You just said it was frightening.
Why did you say that? What was frightening?

Ms. TURNER. Just the fact that we’re being told to go in and
change control values. Because controls are the only basis, like the
controls have gone through the assay, all of the reagents, all of the
patients, every well represents a patient. So the controls are the
only thing that has gone through that. That’s your indicator of
whether everything was done correctly. If your positive control
works, your negative control works and they’re in duplicate, then
you know that probably you can count on the results that are com-
ing out at the end.

But that’s really the only kind of way that you know that if every
reagent was dispensed, or if everything went through the right
time period of incubation or anything like that. That’s your indica-
tor. So if that’s wrong, it should automatically be trashed and
rerun. They should never be changed. And it should never be al-
lowed that you’re told to change it as part of your job.

Mr. CUMMINGS. Did you ever say to Dr. Stewart, Doc, this is just
something awfully wrong with this, I just think that there’s some-
thing that just doesn’t sit right? I mean, did you ever say that to
him when you were going through that process you just described?

Ms. TURNER. Absolutely.
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Mr. CUMMINGS. And what did he say?
Ms. TURNER. He said, how do we—well, my problem was that, I

sent this on a number of occasions to him, I said we were running
this test on a machine that fails a run, we don’t know why it fails,
maybe it’s controls, maybe it’s reagents, maybe—who knows what’s
wrong with it. And you’re telling me to go rerun it on the machine,
on the same machine. And if the machine is broken, you can’t ever
rely on those results that come out of there.

So these are people, I don’t think that he really made the asso-
ciation, at least it’s my opinion that he didn’t make the association
that the numbers on the page represented people in the commu-
nity. Because to him it was just numbers and make it work. So it’s
scary just that somebody would ask you to change controls. Be-
cause that is the only scientific way that you know that everything
went correctly.

Mr. CUMMINGS. Well, let me say this, and this is my last com-
ment. It is thoroughly frightening, you’re absolutely right, when
someone can look at numbers and forget that there are people,
there are real live people, there’s somebody’s mother, father, broth-
er, sister, neighbor, and deal with it from a statistical standpoint
trying to get it right.

Ms. TURNER. Right.
Mr. CUMMINGS. Thank you.
Mr. SOUDER. I’d like to make a couple of comments and see if you

have any last. There are some things that I think become fairly
clear from your testimony, and that is that the people who were
doing the auditing, the normal auditing, the pre-planned auditing,
it would be best if it’s done unannounced. Almost every category
of inspections we do, we do it unannounced.

That, however, doesn’t mean that if it had been unannounced by
anybody that they would have caught it if the information had
been doctored. In other words, just because a place has been
cleaned up and tidied up does not mean if the—garbage in, garbage
out, if you have the wrong information there, it doesn’t mean that
a surprise inspection would have caught it, either. You had another
substantive problem in the system.

It’s also not a given, and I think it’s important for the record to
show that a medical group monitoring a medical group is going to
be any less effective than an outside group that doesn’t have a
medical background. I understand the risk of that, and that’s why
I asked you, did the persons seem to know the people, what made
you make the statement? Was it an inside inspection that while
sometimes you wonder, particularly when you see bad results com-
ing out, in the sense of they didn’t catch the problem, generally
speaking, if the pathologist in charge of the lab is deliberately, or
one way or another, because of either cost pressures from the hos-
pital which is in itself under tremendous cost pressures in a com-
munity, if anybody is under tremendous duress, many doctors, for
example, aren’t very happy with the cost constraints hospitals give
them or that medical plans give them or that health insurance
gives them or anybody else gives them? They would just as soon
do whatever.

But once they’re in violation of the Hippocratic oath, which is to
put the person first, your problem is far more than an inspection.
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Because in fact they’ve given up the No. 1 goal of their medicine,
which is to protect the individual. And I think while I understand,
given the history of what’s happened there, to make a leap and say
that the bureaucratic staff are coming out of a State government
or a Federal Government is going to be any more reliable in figur-
ing out what’s in a lab than a medical person, I do believe it’s good
to have checks and balances.

But here, why do you think your letters of concern weren’t given
to the inspectors? Because they didn’t hear about your letters until
we had the hearing.

Ms. TURNER. Right.
Mr. SOUDER. We can talk about whether it got caught, but they

didn’t know about it until Elijah Cummings asked for a hearing.
They didn’t even know, the inspectors didn’t know. That is another
problem that’s deeper than who’s doing the inspection.

Ms. TURNER. Right. And I think actually at Maryland General
it’s important to kind of make a distinction between the medical di-
rector of the laboratory and the administrative laboratory director.
The M.D., the pathologist of the laboratory, obviously it’s his job to
know, so there was something wrong there. But I think that the
information about specifically the Labotech was kept from him by
the administrative laboratory director. I think that’s part of the
concealment.

Mr. SOUDER. Shouldn’t it be a mandatory policy of the hospital
and the lab that any complaints are given to whoever’s doing the
inspecting in any hospital?

Ms. TURNER. Absolutely.
Mr. SOUDER. I would think this would be a national standard

that we ought to——
Ms. TURNER. That’s kind of why I think that maybe there needs

to be three or four copies of every single complaint or anything
that’s made, and have it go to four different people, so that at least
one person can followup.

Mr. SOUDER. But like you say, if that stays even, the reason I
wanted to elaborate on that is you said three copies. But if that
stays within the hospital and not the inspection group, in other
words, it should be——

Ms. TURNER. Maybe it needs to go to CAP and FDA and the risk
management of the hospital as well as the lab, so that there’s just
somebody keeping an eye on everybody and making sure that hap-
pens.

Mr. SOUDER. Well, thank you for your willingness to come forth
and testify. I hope you continue to have good health.

Ms. TURNER. Thank you.
Mr. SOUDER. With that, you’re dismissed. And would the second

panel come forth.
Ms. Carol Benner, Director of the Office of Health Care Quality,

Department of Health and Mental Hygiene; Dr. Mary Kass, presi-
dent, College of American Pathologists; Mr. Edmond Notebaert,
president, University of Maryland Medical System. As soon as you
get comfortable, I’ll ask you to stand again. [Laughter.]

If you’ll raise your right hands, please.
[Witnesses sworn.]
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Mr. SOUDER. Let the record show that each of the witnesses re-
sponded in the affirmative. We’ll start with Dr. Notebaert, since
you’re getting round two. We appreciate your coming again today.

STATEMENTS OF EDMOND F. NOTEBAERT, PRESIDENT AND
CHIEF EXECUTIVE OFFICER, UNIVERSITY OF MARYLAND
MEDICAL SYSTEM; MARY E. KASS, M.D., PRESIDENT, COL-
LEGE OF AMERICAN PATHOLOGISTS; AND CAROL BENNER,
DIRECTOR, OFFICE OF HEALTH CARE QUALITY, MARYLAND
DEPARTMENT OF HEALTH AND MENTAL HYGIENE

Mr. NOTEBAERT. Thank you very much, Mr. Chairman, Congress-
man Cummings, distinguished members of the committee, mem-
bers of the staff.

My name is Edmond Notebaert. I’m President and Chief Execu-
tive Officer of the University of Maryland Medical System, which
is the parent organization of the Maryland General Hospital as
well as a number of other hospitals in the Baltimore region.

I have provided testimony on previous occasions, and I have pro-
vided written testimony before this committee began. I would like
to offer a few remarks, and I’m not going to be quite as wordy as
I was in previous testimony, to provide opportunity for questions
and answers. But I would like to say simply that the Maryland,
University of Maryland Medical System’s response to the issues at
Maryland General Hospital has been swift, it’s been decisive, and
it’s been comprehensive in its nature.

I would like to just briefly review, provide you with an overview
of the matters that have occurred. We have engaged in a full-blown
laboratory improvement program. We have engaged independent
third parties to come in and assist us with this process. We have
done so without regard to expense, to make sure that this problem
is fixed properly. We have restructured the hospital from top to
bottom, including a new administrative director in the laboratory,
a new pathologist heading up the laboratory. We’re in the process
of searching for a new chief executive officer and there have been
a number of other organizational changes inside the hospital.

We have conducted retesting of as many individuals as we can
find. And I’m pleased to report to you that over 1,800 of the total
of 2,700 individuals tested have been accounted for and in the re-
testing process, the accuracy, not the validity, but the accuracy of
the original test has been affirmed in 99.4 percent of the cases. I
acknowledge the issue related to the validity questions around the
quality control and those matters have been addressed and are in
the process of being finalized in preparation for inspections by all
of the various agencies that inspect the hospital.

On the issue of, well, why don’t I just simply stop there. But I
would maybe make one comment with respect to one of the matters
that was raised by Ms. Williams in the previous testimony.

I was as shocked as the members of the committee were to hear
her testimony regarding fear of reprisal. We have put in com-
prehensive systems, not only in the Maryland General Hospital,
but systems to allow employees to go outside of the Maryland Gen-
eral Hospital, designed to remove any hesitation that an employee
might have regarding problems that he or she feels are not being

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00044 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



41

properly addressed, including confidential hotlines and including a
restricted e-mail address that’s directed to me exclusively.

We have done our best to put in place many mechanisms that
will allow employees to go out of channel without fear of reprisal.
I wish to say before this panel that as long as I have the privilege
of serving in my position, that kind of attitude will not exist in any
of our institutions.

So I think with that, Mr. Chairman, I would like to relinquish
my time and be available to respond to any questions that the com-
mittee might have. I recognize that I didn’t cover all the testimony,
but I know it takes more than my 5 minutes. I’m sure that the
questions might be more insightful than my testimony.

Thank you, sir.
[The prepared statement of Mr. Notebaert follows:]
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Mr. SOUDER. Everybody’s written testimony will be inserted, and
if you have any additional things you want to insert after today’s
hearing, you can do that too. That will supplement.

Dr. Kass.
Dr. KASS. Thank you. Good afternoon, Mr. Chairman, Represent-

ative Cummings and other members of the subcommittee. My
name is Dr. Mary Kass, and I’m president of the College of Amer-
ican Pathologists.

Since the May 18th hearing, the College has conducted an unan-
nounced inspection of the MGH laboratory as a followup to our
April 2004 decision to suspend accreditation in two disciplines,
chemistry and point of care testing. This inspection revealed few
deficiencies, and the hospital has responded to those that were
cited. The College’s Commission on Laboratory Accreditation is
scheduled next week to review those responses and the status of
the MGH laboratory.

As you may recall, the CAP stated in its May 18th testimony
that quality control deficiencies for HIV and hepatitis C testing
were not uncovered by CAP inspectors during a routine April 2003
inspection or by State inspectors in the fall of 2002, because quality
control in this area were found to have been edited.

Specifically, Maryland State inspectors allege in their 2003 in-
spection report that, ‘‘Review of HIV records from June 2002
through August 2003 show that approximately 10 to 15 percent of
patient runs were invalid because of unacceptable values of the
negative controls used to determine cutoff values. On May 14th,
19th, 21st and 23rd, 2003, instrument printouts showed edited con-
trol values, but there were no printouts for the plates and no other
records to show repeat testing for either the control materials or
the entire plate of patient specimens. In a run for hepatitis C test-
ing on July 18, 2003, the instrumental printout showed manually
edited acceptable values for the negative control materials, but the
plate printout showed unacceptable negative controls.’’

Based upon these findings by the State, we have concluded that
neither our inspection process nor any other would have detected
these problems without the benefit of the whistle blower complaint
information which ultimately led to the State’s findings. I have at-
tached a copy of the State’s report for the record. Any claim that
CAP accreditation is not rigorous or objective is not supported by
the facts.

Mr. Chairman, I have attached to my statement the September
12, 2001 Federal Register notice extending to the College deemed
status under the Clinical Laboratory Improvement Amendments of
1988. A review of this document will clearly show that the CAP in-
spection process exceeds CLIA requirements in several areas.

Moreover, our program is subject to annual CMS validation sur-
veys conducted by State inspectors. These surveys typically are un-
announced to laboratories and never announced to the College.
CMS validation surveys always have shown results comparable to
CAP findings and a discrepancy percentage well below the thresh-
old that would trigger a Federal review of our program. CMS in
fact has clear authority to revoke the College’s deemed status if it
finds our program to be substandard.
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Most recently, at the May 18th hearing, CMS reaffirmed its sup-
port of CAP accreditation. The College welcome and has encour-
aged States authorities to review our program to determine wheth-
er CAP accreditation meets the requirements of their respective
State laws. For example, College representatives met with Mary-
land Health and Mental Hygiene Secretary Nelson Sabatini on
June 17th as an initial step in efforts to improve communication
and formalize our relationship with the State. As a result of that
meeting, we have received a letter from department Director Carol
Benner requesting information from the College so that the State
can formally evaluate the College’s program for equivalence to the
State program.

We are encouraged by this development and look forward to con-
tinued discussions with the State. We believe the MGH case is
highly unusual and does not point to a pervasive problem in the
accreditation or inspection process. But the case highlights impor-
tant issues that can translate to improvements in the accreditation
process.

First, better communication. The MGH case underscores the
need for better communication and sharing of inspection informa-
tion between accrediting organizations and governmental entities
involved in the inspection process. The CAP also asked CMS to
schedule a meeting of stakeholders to discuss ways to improve com-
munication among State and Federal oversight agencies and pri-
vate accrediting bodies, such as the CAP.

We understand that CMS intends to convene such a meeting, but
has not yet scheduled it. CMS leadership in this effort is essential
to developing a protocol with clear requirements for sharing of com-
plaint information amongst accrediting bodies.

Enhanced complaint reporting. Laboratory employees must have
easily accessible and effective ways to communicate complaints and
other concerns to accrediting organizations such as the CAP. The
College has moved forward with plans to enhance communication
with clinical laboratory personnel to ensure their awareness of the
College’s complaint reporting system. As initial steps in a com-
prehensive program, we have developed a special laboratory sign-
age promoting a dedicated toll-free number to allow ease of use in
complaint reporting. This is the signage that we will be posting in
our accredited laboratories.

Protection for whistle blowers.
Mr. CUMMINGS. Mr. Chairman, could she read that for the

record, please?
Dr. KASS. I’d be happy to. This laboratory is accredited by the

College of American Pathologists. Please alert us to any questions
or concerns you may have about quality patient testing or labora-
tory employee safety. Your communication with the CAP will be
kept strictly confidential. Then there’s a toll-free number at the
bottom.

Protection for whistle blowers. We commend the whistle blowers
in the MGH case. Without their courageous actions, the State and
hospital might never have learned about the testing problems and
taken steps to identify recipients of potentially erroneous labora-
tory results. We believe this case clearly illustrates the need for
strong Federal protections for whistle blowers, both for the individ-
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uals who report the problems to Government or private oversight
bodies and to the oversight bodies themselves.

Patient safety legislation now before Congress would establish
whistle blower protections, and we urge Congress to extend those
protections to reports to private accrediting organizations. The Col-
lege thanks the subcommittee for its interest in ensuring the high-
est quality laboratory testing. The CAP is firmly committed to
working with Congress and Federal and State agencies to achieve
that goal. We would be happy to responded to any questions.

Thank you.
[The prepared statement of Dr. Kass follows:]
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Mr. SOUDER. Thank you.
Ms. Benner.
Ms. BENNER. Good afternoon, Mr. Chairman and members of the

committee. My name is Carol Benner. I am the Director of the Of-
fice of Health Care Quality at the Maryland Department of Health
and Mental Hygiene. I work for the Secretary of Health, Nelson
Sabatini, who was here on May 18th. Secretary Sabatini sends his
regrets that he could not be here today. He has asked me to speak
on his behalf and to carry his message to you.

I would also like to thank Kristin Turner for coming today and
also for coming forward with her complaint to us. I think it’s im-
portant. Chairman Souder asked how we got the complaint. Kristin
Turner sent an e-mail to the Baltimore City Health Department,
who in turn sent that to our AIDS administration, who in turn sent
that to us. That’s how we learned of the issues with the piece of
equipment.

In his May 18th testimony, Secretary Sabatini was emphatic that
the problem is not Maryland General Hospital. The issue that we
need to focus on is the failure of the regulatory and oversight sys-
tems to identify the problems and to get those problems fixed.
Under Federal and State laws, we, both State and Federal Govern-
ments, have turned our regulatory responsibilities over to private
accreditation organizations. We have done so with little or no provi-
sion for communication, coordination or oversight.

Up until January 2004, in the Maryland General example, there
were four different organizations: the State, CMS, CAP and the
Joint Commission on Accreditation of Health Care Organizations
who were all serving the hospital and its laboratory. Problems were
identified and documented, but survey results were not shared.
Consumers sent complaints, but these were not shared either.

What resulted was essentially an absence of regulation, a situa-
tion that could have had serious consequences. Secretary Sabatini
believes, and I share his position that we were fortunate this time.
The outcome could have been much worse. It is our responsibility
to make sure that a Maryland General situation does not happen
again.

Regarding Maryland General, I would like to briefly bring you up
to date on our progress since the May 18th hearing. We have vis-
ited the hospital on several occasions and we can say with cer-
tainty that the hospital laboratory has undertaken and continues
to implement corrective action. We will conduct a full survey of the
hospital laboratory within the next 60 days to determine overall
compliance with all State and Federal regulations.

The Secretary has met with representatives of the College of
American Pathologists and we are working together to devise a
joint program, one with integrity and reliability that will be effec-
tive and will guarantee proper oversight of laboratories in Mary-
land. We intend to expand this effort to include all health care pro-
viders that are presently deemed to meet State licensure programs
based on third party accreditation decisions.

The Secretary has also met with legislative leaders in Maryland
who have expressed interest in changing our State law so that the
State will not be required by law to accept accreditation reports as
evidence of meeting State licensure standards. Mr. Sabatini has
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also met with Congressman Stark, who shares his concerns. We are
hopeful that there will be some movement in this direction on the
Federal level.

I understand that time is short, so I will stop here. I assume that
you all have a copy of Secretary Sabatini’s May 18th testimony.
And I’ll be happy to answer any questions that you may have.
Thank you.

[The prepared statement of Ms. Benner follows:]
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Mr. SOUDER. Thank you. Let me just make this clear for the
record. I have national interests at stake, I don’t have the similar
Baltimore issues at stake. This is the second time, and I want to
make it absolutely clear where I stand. That is that I find it a bit
cute to have a witness say that they need Federal legislation to
share information when my staff shared the information when we
got it with the accreditation lab, and they didn’t get it from the
State. There was no law required for you to share that when you
get it into your system with the accreditation association. It
shouldn’t have been my staff sharing it. We didn’t need a Federal
law to share it with an accreditation lab.

And while I don’t necessarily disagree with the end point that
this ought to be, there ought to be some kind of working with the
State with this, I don’t appreciate twice now getting testimony tell-
ing me what we need to do at the Federal level when the State
failed. The State could have shared that with the accreditation lab
and didn’t, and they don’t need a Federal law to share that. Like
you’re doing now, sitting down and working it out is commendable.
That ought to be done in every State.

And if it isn’t done in every State, maybe we need to look at Fed-
eral legislation. But I personally got my dander up now twice on
this matter, because of the tone of Mr. Sabatini telling us when he
didn’t share, and telling us we need a law to share. Because the
State in fact did fail as part of this, as did everybody down the line.

Now, a lot of that was structural, and I don’t disagree with him
that there are structural flaws in this. I also have a question for
Mr. Notebaert. You say that it was 99.4 percent accurate when it
came back?

Mr. NOTEBAERT. That’s correct.
Mr. SOUDER. And 1,800 cases?
Mr. NOTEBAERT. Over 1,800 cases.
Mr. SOUDER. Does that mean there were 12 people who were ei-

ther told they had AIDS or didn’t have AIDS who——
Mr. NOTEBAERT. No, there are individuals who, being mindful of

the patient confidentiality issue, whose testing was different on the
retesting. There are reasonable explanations for changes in results
between the first test and the second test that are related to the
specific patients themselves; 99.4 percent is an extremely statis-
tically significant number. In the individual cases, we have looked
at them and there are explanations beyond the mechanics of the
testing process that explain that deviation.

Mr. SOUDER. And in the validity, is that what we were talking
about earlier, about the controls?

Mr. NOTEBAERT. That’s correct, yes, sir.
Mr. SOUDER. And that’s still being——
Mr. NOTEBAERT. That is substantially fixed, and we believe when

we’re inspected by the various agencies that inspect us, they will
find that the efforts that we have put in to create all of the appro-
priate quality controls meet the highest standards.

Mr. SOUDER. So it’s still the hospital’s position that it’s not the
Labotech machine?

Mr. NOTEBAERT. We have not taken that position. We’re not com-
menting on the Labotech machine except to say that we do not use
the Labotech machine in any of our organizations.
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Mr. SOUDER. So you’ve switched?
Mr. NOTEBAERT. Immediately upon the discovery of this event,

we discontinued the use of that equipment.
Mr. SOUDER. Thank you. I forgot that. You probably said that

last time, and I forgot.
Dr. Kass, why would you do announced inspections?
Dr. KASS. First of all, let me state that the College does both an-

nounced and unannounced inspections.
Mr. SOUDER. Let me clarify. We were just looking at the past tes-

timony. But your unannounced inspections were between certain
dates where they had the range of the dates.

Dr. KASS. Our unannounced inspections—not quite. Our unan-
nounced inspections are in response to either a complaint, allega-
tion that we have to investigate, it may be in response to defi-
ciencies that we found on a routine inspection that we’re not con-
fident have been corrected. We can go in and do an unannounced
inspection.

The College retains the right to do unannounced inspections at
any time for any laboratory that it accredits. We are required to
do a routine inspection every 2 years. That is part of our deemed
status from CLIA. We have to do this every 2 years and we have
to do it within a certain period of time, so that the lab can get its
accreditation redone.

We have always felt, and in fact CMS is the regulatory authority
here. CMS in the Federal Register in 1998, ‘‘We agree with com-
menters who recommended announced inspections for all labora-
tories. We have instituted a policy of announced inspections for all
initial and recertification purposes, which allows a laboratory the
latitude to include multiple members of the staff in the inspection
process for the education value. Announced, routine inspections are
more efficient, and that the laboratory can make previous testing
records more accessible before the inspection, and these inspections
are also less intrusive.

Furthermore, surveys must make every effort to minimize the
impact of the survey on laboratory operations, patient care activi-
ties, and to accommodate schedules and departmental workloads as
much as possible. In facilities providing direct patient care, survey-
ors must avoid interfering with patient care.’’

Mr. SOUDER. That all presumes that somebody isn’t—it’s kind of
the reverse of what I commented to Kristin Turner. Because you
may have a deeper problem if somebody is manipulating. But I’ve
never heard of announced inspections not causing changes, like she
said, getting ready for your Sunday best. I grew up in the retail
business. If OSHA’s going to come in and give me an announced
inspection, I don’t care whether I’m in major violation, minor viola-
tion, because you always assume something’s wrong, and you’re
going to start scurrying around if you have an announced inspec-
tion. Certainly with nursing homes this is a huge issue.

And yes, any unannounced inspection, for example, a retailer
with OSHA, on a polluter with EPA, an unannounced inspection
means that yes, you’re going to have a little more time there, be-
cause they don’t have all the records ready, you’re going to have
some disruption of service. But if the goal here is ultimately pa-
tient protection, and I presume by commentators you mean the in-
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dustry itself commenting on what disruption it would be to the
process. Needless to say, I’m very sympathetic to the problems fac-
ing all types of people in the medical profession. I believe you ought
to take commentary in from those people.

But I’m not sure that I would necessarily take the people who
are audited word for what they prefer. Of course they prefer, who
wouldn’t prefer announced inspections. What I asked was, a philo-
sophical reason why you believe announced inspections would real-
ly wind up with better protection for the consumers, not why it
would be easier for the lab, which is a different question. Because
you gave me reasons that are easier for the lab, because it’s less
time intrusive, less intrusive for the people involved, all the people
will be on duty that day, all things which are beneficial to the lab,
but aren’t necessarily beneficial to making sure that information
is——

Dr. KASS. There are two aspects to your question that I’d like to
respond to. First of all, the laboratory is extremely important in pa-
tient care; 70 percent of diagnoses now that are made on patients
come from laboratory data. So it is extremely important that the
laboratory is able to generate accurate results in a timely fashion.
When you come into an emergency room or shock trauma unit, you
don’t want your lab result to take an hour or two to get there. So
sometimes speed is of the essence. And to disrupt that process
would be extremely difficult if not very adverse to patient care.
That’s the patient care aspect.

As far as the inspection process, our inspection process is an-
nounced. The laboratories know exactly what we expect of them.
We have set standards. We have thousands of standards that lab-
oratories have to meet. And they know what they are. The College
has always stood for quality in laboratory practice. So we don’t feel
that an inspection process should be a black box where people have
to guess what they’re supposed to be doing. Our job is to show
them the best laboratory practice, what the standards are for best
laboratory practice, and then to see whether or not they are com-
plying with those standards.

So if they tidy up the lab and they clean up a few things, that’s
fine. But that’s not what we’re looking at. We’re looking at a sus-
tained repetition of the process that’s been going on since the last
inspection. We are focusing on those deficiencies that they had be-
fore to see whether they’ve really done on a sustained level over
a period of time what they said they were going to do.

And we send in a team of individuals. These aren’t just patholo-
gists going in and talking to pathologists. There are pathologists on
our team, medical technologists, Ph.D.s, clinical laboratory sci-
entists. It is a whole team of individuals with expertise in the
areas that they are inspecting. And they have to be in practice
now. They cannot be retired, they have to be aware of all the cur-
rent technologies and the current standard of laboratory practice.
If the laboratory does a specialized form of testing, like cytogenetics
or molecular pathology or cytology, we send specialized inspectors
with special expertise in those areas to inspect those areas of the
laboratory. That’s how the process works.

I hope I answered your question.
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Mr. SOUDER. You did. I want to say for the record that I disagree
with your first part. I understand nobody wants to be disrupted in
the emergency room or laboratory. But given the choice of making
sure that there is accuracy, I will wait a little longer in getting my
lab test to know that in fact I didn’t get told wrong results for
AIDS. That I don’t find a compelling argument.

Your second part is similar to what we’re working with and is
part of the argument over whether we have private agencies or
Government agencies. We in fact have taken this position in
OSHA. And in fact, if you’re getting any whistle blower complaints,
and by the way, I wanted to ask Dr. Notebaert, do you see a prob-
lem not only at your hospital, but this would be interesting nation-
ally, with why that couldn’t be inserted with paychecks every so
often, so people have this number where they could call, if they
provided something like that, there could be an insertion?

Mr. NOTEBAERT. No. We do payroll inserts regularly. Stuffing an-
other one in is not really a problem.

Mr. SOUDER. We think that would be a great thing nationally, in
addition to a poster. Because sometimes, having been in a place
and seeing all those posters around there, and you also get things
in your envelopes. But the reinforcing would be good.

But as we work through, we don’t want to play government
gotcha with all these different regulations. The goal is long term
to move it forward. I thought that was a very eloquent statement
of how you do that. But that is dependent also on occasionally hav-
ing the uncertainty with it. Because if you have somebody who’s al-
tering results, and you wouldn’t have a whistle blower if it’s unan-
nounced, if it’s not unannounced, you’ll never catch them. That’s
the dilemma.

Because the goal here isn’t to play gotcha. That’s the danger of
having people who don’t understand the laboratory, who aren’t try-
ing to move the full health field forward. And that’s what’s hap-
pened in other agencies of the Government, where in fact the in-
spectors are so rare, and when they come, it’s almost like they have
to justify their salary by going and picking at something on the
side. That is, I know, what people in the labs are worried about,
if we change the control of this system. On the other hand, this is
a direct challenge, that if you don’t have unannounced visits, you
can also have a scurrying around that isn’t just fixing at the edges
and moving the ball forward, but is in fact deceiving the investiga-
tors. And that’s a dilemma.

Dr. KASS. I think to ensure good laboratory quality, you need not
only the inspection process, and I welcome multiple layers of in-
spection. I think that’s fine, to have State look at it, to have CMS
look at it, to have CAP look at it. The more eyes you have looking
at it, the less likely anything is to slip through.

We also have proficiency testing. Proficiency testing measures
outcomes. We also have Q-pros, Q-trap, PIP and PAP programs
which are all programs that are voluntary, but they all measure
outcomes of laboratory practice and whether it’s good or not.

Whistle blowers, it is extremely important that we create, that
hospitals create, that indeed the entire health care industry creates
an atmosphere, an environment where employees feel comfortable
bringing forth problems that can be not only identified by can be
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addressed. This has to be done. This is why this legislation that we
are supporting is so important. If it had not been for the whistle
blowers in this case, we would not have known of these problems.
So it’s absolutely essential.

Mr. SOUDER. Thank you. Mr. Cummings.
Mr. CUMMINGS. Dr. Kass, do you think this is happening other

places? I mean, the fact that you’re getting inaccurate information,
it seems from your testimony, I’ve listened to you very carefully,
that if you get inaccurate information you cannot make an accurate
assessment.

Dr. KASS. I do not think that this is a pervasive problem
throughout the United States. And I say that for several reasons.
First of all, the College has been accrediting laboratories, we ac-
credit over 3,000 laboratories a year. We have been doing that
since 1961. I think that if there were severe issues with our process
that they would have become apparent somewhere along that time
line before now.

I think MGH represents an unusual set of circumstances that oc-
curred. Does that mean that our process cannot be improved? Abso-
lutely not. It can be improved. We will learn from this. We will
make our process better.

Can we improve communication with the State and with CMS?
Absolutely. And we intend to do that. So I do not think this is a
pervasive problem, no.

Mr. CUMMINGS. So when Ms. Benner said a moment ago the very
chilling words that there is an absence of regulation, I guess you
disagree with that?

Dr. KASS. I disagree very much with that.
Mr. CUMMINGS. Why is that?
Dr. KASS. I have worked in laboratories for almost 40 years. I’ve

been a laboratory director. The laboratory is probably the most reg-
ulated area of medicine that exists. We have been regulated longer
than anyone else. We constantly get more and more regulation, to
the point where it’s becoming difficult to comply with all the regu-
lations, because there are so many.

I don’t think it’s a lack of regulation. I think it’s a lack of commu-
nication, a lack of followup. I don’t think we need more. If we don’t
talk to each other, another layer isn’t going to help. So I think that
it’s extremely important for this communication aspect to be fixed.

Mr. CUMMINGS. Obviously there is an issue, there’s a problem
based on what you just said and what you’ve been saying. Just a
moment ago you were kind enough to hold up that poster. I was
very pleased to see that. And you talk about communication and
you talk about, you and Ms. Benner talked about this effort to try
to communicate better between the State and your agency.

The problem is this. Obviously there is a communication prob-
lem. I want to take it past Maryland, because this is bigger than
Maryland. If we are doing this here, in Maryland now, that says
to me that it is likely that this problem needs to be solved some-
where else, in other places. In other words, Maryland is not—you
cannot convince me that Maryland is that unique that the failure
to have cooperation between whistle blowers, and by the way, since
these hearings have begun, we’ve gotten information from various
places, people all over the country on these kinds of issues.
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And I’m just wondering, Ms. Benner said she wanted the Federal
Government to, she wanted to see movement on the Federal level.
And that’s a quote. But I’m just wondering what movement would
you like to see on the Federal level. Let me just make sure you’re
clear where I’m going with this. You have voluntarily agreed to do
this in Maryland with Maryland General Hospital. I guess other in-
stitutions in Maryland, too? Just Maryland General or all the hos-
pitals?

Dr. KASS. All the laboratories that are accredited by CAP.
Mr. CUMMINGS. So Maryland—after the hearing, right. So I’m

wondering two things. One, has this issue—you’re the president,
and congratulations, madam president.

Dr. KASS. I don’t think they’re in order right now. [Laughter.]
Mr. CUMMINGS. I know the feeling.
But I’m just wondering if, has this been an issue before with re-

gard to the College, and two, how do we take what has now become
a voluntary situation coming out of these hearings and guarantee-
ing—I have a feeling that by the time you all finish, it will be like
a wonderful, you will have something good going on in Maryland.
But that doesn’t do anything for Mr. Souder in Indiana.

So I’m just trying to figure out, what do you see the College
doing other than the poster and that kind of thing? Is there some-
thing that you would like to see happen? Suppose you don’t get the
cooperation, it’s not happening in Hawaii? What happens then?

I’m sure you’ve thought about these issues, and this is a big issue
for the College, I’m sure.

Dr. KASS. Only about 15 percent of our States have State lab li-
censure laws. And then only a certain percentage of those have the
regulatory authority to deem private accrediting organizations.
Maryland happens to be one of those.

We do have agreements, formal agreements with three States
that are very well crafted and serve the States’ needs very well, but
most importantly, I think serves our patients’ needs very well, that
could certainly be used as examples. We do modify our accredita-
tion standards, always raising them or addressing specific com-
plaints or specific needs of certain States. We’ve done this in Flor-
ida, we’ve done this in Pennsylvania. And we certainly, the College
could certainly initiate relationships with all those States that have
State lab licensure laws to do a reporting type of communication
with them.

I want to emphasize that the College already reports all substan-
tiated complaint allegations to CMS. We report all of those to
them. And we get about 70 to 100 complaints a year. We inves-
tigate every one of those. We take them very seriously. Those are
all handled anonymously. Then if the complaints are substantiated,
we notify CMS about them.

Mr. CUMMINGS. So you don’t see any further role for Federal
Government in all this?

Dr. KASS. I wouldn’t know what to recommend to the Federal
Government, to be honest with you.

Mr. CUMMINGS. In other words, you know, you don’t want a situ-
ation where, let’s say for example you come up with this agreement
that you’re trying to work out with the State of Maryland. And it’s
the greatest thing that ever came about. I guess my concern is that
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you may have that agreement in Maryland where, for example, in-
formation flows to CAP, CAP doesn’t have to find out about it at
a hearing and that kind of thing.

But what about the other States? That’s where I’m trying to go
with this. This is not so much about Maryland. It’s beyond that.
I’m just trying to figure out, since you all deal nationally, how do
you guarantee, how do you make sure you don’t have one standard
in one State, talking about the cooperation and working together
and information flowing so that you can get the best and most ac-
curate results, and then have another whole standard in the next
State?

Dr. KASS. It certainly would be helpful if complaints regarding
laboratory, from any State, whether or not they have licensure
laws or not, could be somehow shared with the College, if that lab-
oratory is CAP accredited. That would be extremely helpful.

Mr. CUMMINGS. Certainly.
Mr. SOUDER. Would you favor also sharing your complaints with

the other agencies?
Dr. KASS. Absolutely.
Mr. SOUDER. In other words, there could be, kind of a whistle

blower sharing?
Dr. KASS. Absolutely. We would have no problem with that what-

soever.
Mr. CUMMINGS. Did the State fail here? Are you familiar with

this case? Have you read all the material?
Dr. KASS. Yes. I am familiar with it. I think that there were sev-

eral failures here. I’ve learned in medicine that when bad things
happen, it’s not that one bad thing happens, it’s always multiple
bad things. It’s always amazing to me.

I think that the State failed to notify the College when it got the
complaints. I think that CMS failed to notify us, and I think JCHO
failed to notify us. They all knew. They all went in as a result of
the complaint to re-inspect the lab, but nobody told us. Nobody told
us until we read about it in the newspaper. That’s not the way to
find out about it.

Mr. CUMMINGS. Let me ask you this. We had the testimony of Te-
resa Williams. Just listen to what she said. In her testimony, she
describes serious problems at Maryland General laboratory that
she arrived even prior to the arrival of the Labotech instrument in
June 2002. For example, she states, now, listen to this. This is in-
credible. For example, she states that certain tests were delivered
late to other departments of the hospital and that there was a con-
cern among techs that certain tests results, including hepatitis B,
were unreliable.

It was also alleged that a refurbished Labotech was purchased
for cash, arrived with dry blood on its interior, bypassed the bio-
medical engineering department, failed the initial validation test,
and had to be sent back to the manufacturer for repairs. In what
you do, when you all do your inspections, how would that informa-
tion get to you? Would it only get to you perhaps through somebody
whistle blowing?

Dr. KASS. No, we require of all laboratories a complete listing of
all the equipment they have and the testing that they’re using that
for. If we saw that a piece of equipment came in and went out of
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a laboratory, it would be our job to ask what happened to this piece
of equipment. Most likely the documentation would show that there
were problems with it.

I don’t know whether any patient results were generated on that
piece of equipment or not. It is not uncommon for a piece of equip-
ment to come into a laboratory and for that piece of equipment to
be tested by the techs, using extra blood samples, but not reporting
out the results, just to see how it works, to see if it’s reliable, etc.

But if that piece of equipment were used to generate patient re-
sults, then by reviewing the documentation, OK, that was in the
laboratory, we would ask why was that piece of equipment pulled
out of the laboratory. Hopefully we would be told that there were
problems with it. We would ask then, what did you do to validate
that the tests that you generated on those patients were indeed
valid, that they were accurate.

Mr. CUMMINGS. Ms. Turner, when she was testifying, talked
about that she kind of wished that the CAP inspectors could have
gone a little further. I take it that you all have certain parameters,
only a certain—you go but so far. You talked a little bit earlier
about certain things that you do, you come in, you’re looking for
certain things.

But it seems like still, she talks about what a whistle blower
would have been able to reveal to you. I’m just trying to figure out,
are there other ways to find out that kind of information that goes
perhaps beyond where you would normally go?

Dr. KASS. Right. First of all, when the College goes in to do an
inspection, it looks at thousands of things. The checklists are lit-
erally thousands of things that we look at. However, and I didn’t
go into a great deal on this, the College is setting up an entire pro-
gram to enhance the communication between the laboratory staff
and the inspection team when they’re there. Not only are we allow-
ing them to communicate with us when we’re not there, but also
when we are there.

Perhaps setting up small group meetings behind closed doors,
without any supervisors, any managers, where we can tell them
and hopefully have them believe us that anything they say will be
held strictly confidential. Because if you know where to look, if
someone specifically describes what is being done, it’s a lot easier
to detect problems.

Mr. CUMMINGS. What you just said, what you just described, is
that something new?

Dr. KASS. Yes, this is a part of the program that the College
wants to put in place to improve the environment, the atmosphere
in laboratories, so that people are not afraid to speak up. To en-
hance the ability of people to tell us if there are problems that we
might not detect in an inspection.

Mr. CUMMINGS. Is that in part a result of what has happened in
this case?

Dr. KASS. Yes, it is.
Mr. CUMMINGS. So I’m just curious. How does the College work?

This is a group of people that get together and do what? How are
they assigned? How does that happen?

Dr. KASS. How are the inspectors assigned?
Mr. CUMMINGS. Yes.
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Dr. KASS. The College has, it’s not a bunch of guys that get to-
gether, well, it used to be a bunch of guys. Now it is a group of
individuals, we have a staff of approximately 450 people, full time
professional staff. We have an entire division of laboratory inspec-
tion and accreditation. These are all highly trained professional in-
dividuals that really have implemented and monitor our inspection
and accreditation process.

All of the people in our inspected labs that are eligible to be in-
spectors are in a data base. These are assigned on a regional basis
by the regional and State inspectors, commissioners, to assign peo-
ple to an inspection team. The inspection, the size of the inspection
team is determined by the team leader. It usually varies, anywhere
from 10 to 25 people, depending on the size of the laboratory.

For the big system laboratories, we actually get other people
from systems laboratories to go and inspect them. But we do have
certain rules about who can be inspectors. You can never inspect
the same laboratory two times in a row, VA people cannot inspect
VA labs, people from commercial labs cannot inspect another lab-
oratory owned by that same entity, and I think there was some-
thing said that, this is just a bunch of guys from the neighborhood
that come in and inspect our lab.

Mr. CUMMINGS. That was my next question. You go ahead.
Dr. KASS. We looked at our data and actually 57 percent of our

inspectors did not require hotel or air travel accommodations, 43
percent did, which means that they’re coming from significantly far
away. Now, just because they didn’t require hotel or air travel
doesn’t mean that they’re from around the block. The people that
inspected Maryland General were actually from Andrews Air Force
Base. That’s not a next door hospital.

And in this Maryland area, people from Silver Spring, people
from D.C., people from Cockeysville, people from the Eastern
Shore, they could all come in to inspect a Baltimore hospital lab.
That’s not a hotel stay and it’s not an air travel. But it is certainly
not a local Baltimore hospital.

Mr. CUMMINGS. Maybe I missed this. Is this like a side job for
them or is this what they do all the time?

Dr. KASS. No. Anybody that is inspected by the College is re-
quired, if they are asked and able to, to inspect another laboratory.
We make all of our inspectees be inspectors. This is the process the
College uses, because we want people that are actively engaged in
the practice of laboratory medicine and understand the new tech-
nology.

Now, for specific types of inspections, as I mentioned before, cyto-
genetics, molecular path, cytology, we have an entire list of people
that have sub-specialty certification in those areas. And we call on
them. They do have to fly almost all the time to go and inspect an-
other laboratory. And these are all volunteers. The College does
have a cadre of paid inspectors who are all medical technologists.
They frequently complement the team or they may go in to inspect
a very small, rural hospital that’s under 100 beds.

Mr. CUMMINGS. I’m out of time, but I just want to ask you this
last question. Can you tell me, you have now said at least two
things, maybe even more, of things that you all, the College of Pa-
thologists have done or are doing as a result of the problems that
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happened at Maryland General. We in the Congress need to know,
in detail, what those things are, are there other things that you are
doing. We just need to know, because if we are going to look at leg-
islative remedies, it would be good to know what’s already being
done. And it’s also, I ask you that question for one other reason,
too. That is for Kristin Turner, who I’m sure many times has won-
dered whether, was there a result of what she did.

Dr. KASS. There is absolutely a result of what she did. I can’t em-
phasize that enough. I think that more than doing new things,
we’re expanding activities to make them more comprehensive. I
think that this case has pointed out to us ways that we can im-
prove our program. And I would be happy to share with the mem-
bers of this committee in explicit detail what those are going to be.

Mr. CUMMINGS. Thank you.
Mr. SOUDER. I want to clarify for the record, Kristin Turner, as

you stated, you learned about her through the newspaper. The
2002 lab workers letter, you learned about from the subcommittee
staff.

Dr. KASS. That is correct.
Mr. SOUDER. There were multiple sources, none however were

done——
Dr. KASS. Not the usual means, yes.
Mr. SOUDER. Second, I want to reinforce the importance, because

I know that medical people aren’t necessarily, and this is very im-
portant to pick up, aren’t necessarily trained in management tech-
niques, they’re medical people. But if you’re going to do manage-
ment type things, this is pretty basic stuff you’re talking about im-
plementing, management by walking around, as a Tom Peters con-
cept, is at minimum 4 years old.

But in most retail businesses, like in my family, that was one of
the first things. You walk around the store, you don’t just sit in a
room and talk to management, you go talk to the people. Sam Wal-
ton wrote a whole book about this, because when he goes and calls
his associates, he goes in and talks to them first, locks the manage-
ment out, to try and figure out what’s going in first.

So I’m glad you’re doing it. It’s about time. Hopefully maybe the
Federal Government and Defense Department will learn the same
thing, maybe to check out a prison before we run into problems. It’s
not uniform just in private sector agencies. The Government itself
has this kind of principle to hole up and not do management by
walking around. That’s very important, and one of the great out-
growths of this is to listen to the people who are on the front lines,
as well as the management, who may have perspective. But then
that hopefully will come with whistle blower complaints and other
things as well.

Dr. KASS. Couldn’t agree with you more.
Mr. SOUDER. Mr. Ruppersberger.
Mr. RUPPERSBERGER. First, I think we’ve all learned from the

hearing, the two hearings we’ve had, of the importance of oversight
coordination and stockholder participation in the whole process of
regulatory laboratory testing. I think as far as the stakeholder
issue, the stakeholders that I see involved, and I’d like your opin-
ion if you think there are more or less, would be hospitals, patholo-
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gists, which is College pathologists, States, FDA is in charge of the
equipment, CDS in charge of testing, and employee representation.

Now, I think the next logical question is how the oversight
should occur. I do not believe, I think Dr. Kass, as you said, we
need more unfunded mandates. That’s because I come from a local
government, took. And I’m not sure that would solve the problem
here. What I’d like the panel to address is what they think, what
you think is the best mechanism to bring about a more efficient
process of checks and balances of where laboratory quality would
be. The mechanism, in my opinion, should be to identify whether
changes are needed at the State or Federal level and should be
able to report these findings.

Should Congress, and this is the question, should Congress es-
tablish a Federal task force or an advisory committee, perhaps re-
porting to the Secretary of Health and Human Services, made up
of the stakeholders that I just mentioned, in laboratory testing, and
require that group to come back to Congress on a regular basis? I
believe accountability and transparency is very important as it re-
lates to this issue. I think a lot of the issues here are about ac-
countability and in bringing all the stakeholders together.

So could you please comment on my long question, all three?
We’ll start with Mr. Notebaert.

Mr. NOTEBAERT. Well, there are five or six things that I would
comment on from the position of a hospital stakeholder. I think
many of the things that I will speak to have become apparent in
these rooms during these hearings, and during the work that we’ve
been doing at Maryland General.

First, I think we need better coordination between and among
the various surveying entities and the hospitals. I think we need
better communication. It’s been apparent in the testimony to me
that improved communication would go a long way toward helping
the respective agencies do the work that’s so valuable.

I think uniform standards, I believe right now the standards are
not entirely uniform from agency to agency. But equally important,
maybe more important, is a uniform interpretation of those stand-
ards. Because a standard interpreted by one surveyor can be a dif-
ferent standard if it’s interpreted by another surveyor. So I think
that there needs to be probably an improved process of interpreting
the standards. Or let’s say an official interpretation that’s uniform
among the various surveyors.

I think that it’s also become obvious that we can improve the
work that’s done by removing some of the interagency issues, and
that’s occurring in Maryland on a voluntary basis. But I think the
interagency issues have come out in these hearings and I don’t
think there’s a place for those interagency issues and
grandstanding and things of that nature.

Mr. RUPPERSBERGER. By the way, I think a lot of focus has been
on the State of Maryland, thanks to Congressman Cummings. I
think that we have a wakeup call and there’s a lot happening
there. But we’re doing this from a national perspective. And that’s
really how I would like you to address the issue, from a national
perspective.

I mentioned stakeholders. Is there a better way that all the
stakeholders can really come together to work on this issue without
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having a congressional hearing? That’s kind of where I’m going.
And then how do we implement it and what’s the accountability
factor and let’s move forward.

Mr. NOTEBAERT. I certainly think that this hearing has been the
impetus for that in Maryland, and maybe Maryland can be the
model that can be used. I think that Dr. Kass and——

Mr. RUPPERSBERGER. I’ve been told that Maryland has two of the
best hospitals in the world, is that true?

Mr. NOTEBAERT. It has two of the finest medical centers, aca-
demic medical centers, probably in the whole——

Mr. RUPPERSBERGER. I shouldn’t have done that. [Laughter.]
Mr. NOTEBAERT. And certainly one that got the top ranking in

U.S. News and World Report, which is our neighboring hospital in
eastern Baltimore.

In any event, the comments that I was making really were com-
ments from a global perspective. I think the final issue, and I’m not
sure how to do this, but I believe that there ought to be, hospitals
have accountabilities, very high levels of accountabilities, both
through the legal systems, through the accrediting systems. I think
there needs to be a form of periodic accountability for the inspect-
ing agencies. I haven’t really figured out how to do that. I think
that there have been some references to that in the other testi-
mony.

Those are the things that I would think as a general rule would
be very helpful from a hospital standpoint.

Mr. RUPPERSBERGER. I will point out, Maryland is rated, consid-
ered to have the best trauma system in the world, shock-trauma
emergency medical system. I think it’s wise for everyone to look at
systems in the medical field that are working, and not just because
we say they’re working, like accreditations that really don’t mean
anything, but look at really what we do and what the end result
is. That’s important also.

Dr. Kass.
Dr. KASS. I’ve been sitting here thinking about what you could

do on a Federal level to really enhance this process. Certainly if
you got together an advisory group of the stakeholders and they
could come up with a plan whereby reporting of complaints be-
tween accrediting bodies would be in some way mandated.

Mr. RUPPERSBERGER. On a regular basis.
Dr. KASS. Well, quickly, not next year. But as soon as they are

investigated and they are substantiated, you could even have two
categories of reporting, those that were investigated that weren’t
substantiated and those that were.

But if there is some way that could be mandated and people
could comply with that, I would see no problem with that at all.
I would think that might be helpful.

Mr. RUPPERSBERGER. Ms. Benner.
Ms. BENNER. Mr. Ruppersberger, thank you for your question. As

an aside, I might say that I was the director of the laboratory at
the shock-trauma center in the mid-1970’s.

Mr. RUPPERSBERGER. That’s when I was a patient there.
Ms. BENNER. I probably did your lab work while you were there.
I’d like to clarify one thing. And I’m not certain that everyone

here fully understands the relationship of CMS to the States. This
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is why in Secretary Sabatini’s testimony and in my statement
today that we said that we hope the Federal Government will fol-
low our lead. Each State has a contract with CMS. And when we
go into a hospital laboratory or a hospital or nursing home, we are
working on behalf of the Federal Government.

So when we go into one of these regulated entities, we are bound
by the Federal rules and regulations. So that is why I said that we
hope there are some changes at the Federal level.

Mr. RUPPERSBERGER. But I don’t see the groups really commu-
nicating as they should.

Ms. BENNER. I couldn’t agree more.
Mr. RUPPERSBERGER. And you might have Federal regulations.

Again, I meant it when I said, why do we have to have a congres-
sional hearing to bring the parties to the table? I know politics is
probably worse in medicine than it is in politics. But notwithstand-
ing that, people’s lives are involved here. And thank goodness, Con-
gressman Cummings made it an issue, because it’s going to hope-
fully set standards throughout the country. But you don’t have any
accountability and communication, and you’re saying, well, we’re
doing it pursuant to Federal rules. That still doesn’t solve the ulti-
mate problem to get to the bottom line.

Ms. BENNER. I agree with that. And I think if you go back to Sec-
retary Sabatini’s testimony, he says, and Congressman Cummings
asked the question, did the State fail, we all failed. We all failed.
And what——

Mr. RUPPERSBERGER. I still haven’t heard any strong resolution,
that’s why I asked that question on what we’re going to do, or what
we should do as Members of Congress.

Ms. BENNER. Perhaps joint surveys, where the State goes on a
survey with the CAP inspection team.

Mr. RUPPERSBERGER. But you still need the standards and the
accountability. That’s something that has to be.

Ms. BENNER. That would automatically bring together the com-
munication. If CAP, before it went in to do its inspection, talked
with the State, who knows the hospital laboratory or knows the
laboratory and says, are there complaints, what do you know, what
do you hear, and we’re working together, and we go in and do the
survey together. We become far more powerful.

Mr. RUPPERSBERGER. That’s a result. Dr. Kass, you said that
each State has different accreditation issues, too, correct?

Dr. KASS. A lot of States have special requirements of us. And
a lot of States go in with us on inspections.

Mr. RUPPERSBERGER. So would you think there needs to be a
Federal standard? Sometimes the Feds get in and they muck it up.
We want to make sure——

Dr. KASS. I’ve heard that happens.
Mr. RUPPERSBERGER. It happens a lot. Unfunded mandates, too.

But let me get to the issue. Do you feel, based on what you know
about what’s happened here, that we need a national standard to
hold people accountable, to have the transparency that is needed
to resolve the issue?

Dr. KASS. I think to have a standard of reporting, of communica-
tion, of complaint investigation, would be helpful. In fact, CMS is
holding a meeting next week, and I think CMS, I may be speaking
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totally out of turn here, because I’m not an expert on this, but I
think CMS probably has the authority to do this. We are asking
them to call a meeting of all the stakeholders to discuss these
issues. It would seem to me that CMS has the authority to demand
this.

If not, though, I’m certain you could give it.
Mr. RUPPERSBERGER. What’s the Nike phrase? Just do it.
Dr. KASS. Just do it.
Mr. RUPPERSBERGER. Let me ask you this. What are the implica-

tions of having four regulatory agencies simultaneously involved in
surveying labs, surveying a lab to discover potential deficiencies,
and monitor the implementation of solutions? Right there you have
four different agencies involved. What are the implications of that,
as it relates to what we know now?

Dr. KASS. Scheduling is difficult. Getting everybody together is
difficult. But those are just difficulties that can be overcome.

I think the more people you have looking at something, the bet-
ter it is. And whether or not State inspectors go with us or don’t
go with us, CMS frequently can go with us. They frequently follow-
up our inspections by their own inspections, unbeknownst to us,
and they find anything we’ve missed let us know. That works very
well.

For instance, in Pennsylvania, the State there does, we do an in-
spection every 2 years. They do an inspection in the intervening
year, their own inspection. That’s another way to go about it. There
are many ways to address this issue which can be worked out.
Sometimes what is good for one State isn’t necessarily good for an-
other.

Mr. RUPPERSBERGER. My time is running out. I’m looking for so-
lutions. I think we need to develop that. And we want to know,
from our perspective, and we’ll make an analysis through the
chairman or ranking member, where we go with this.

Dr. KASS. I think the solution to this——
Mr. RUPPERSBERGER. We want to make sure we don’t create an-

other problem by a Federal program that’s not going to work.
Dr. KASS. A solution to this might come out of the stakeholders

meeting that CMS I’m sure will call very shortly.
Mr. RUPPERSBERGER. That’s very important and very relevant.
Dr. KASS. Right.
Mr. RUPPERSBERGER. Do you agree with the stakeholders that I

mentioned? Is there anybody that’s missing, hospitals, pathologists,
States, FDA, CDC, employee representatives?

Dr. KASS. CMS, obviously, and JCHO.
Mr. RUPPERSBERGER. Anybody else, any other stakeholders?
Ms. BENNER. There are other accreditation organizations that go

into laboratories. COLA is one.
Mr. RUPPERSBERGER. But they need to come under one. You have

too many in a room, you’re not going to get anything accomplished.
Ms. BENNER. The same problems that exist with the CAP accred-

itation could easily exist with the other laboratory accrediting orga-
nizations.

Mr. RUPPERSBERGER. Is there one stakeholder in that group that
I mentioned that really might have too much power or too much

VerDate 11-MAY-2000 12:49 Feb 11, 2005 Jkt 000000 PO 00000 Frm 00104 Fmt 6633 Sfmt 6633 D:\DOCS\98047.TXT HGOVREF1 PsN: HGOVREF1



101

influence, that might affect the whole group as a whole coming to-
gether?

Ms. BENNER. I don’t think so, no.
Mr. RUPPERSBERGER. What do you think, Mr. Notebaert?
Mr. NOTEBAERT. Well, I think simplification and standardization

are the goals for any body that’s convened.
Mr. RUPPERSBERGER. I agree.
Mr. NOTEBAERT. From the hospital stakeholder point of view,

having multiple agencies inspecting, using different standards and
different interpretations is burdensome. It’s not cost efficient, and
it really wastes talented resources of the various agencies. So I’m
in favor of them getting together, creating simplification and stand-
ardization.

Mr. RUPPERSBERGER. And also, I would think, oversight, coordi-
nation and accountability, those five.

Mr. NOTEBAERT. Absolutely.
Mr. SOUDER. Mr. Cummings.
Mr. CUMMINGS. Just one last statement. Whenever we sit in

these hearings, I’m often, I often think about what I say to my con-
stituents. A hundred years ago, none of us were here, 100 years
from now, none of us will be here. The question is, what do we do
while we are here for each other. And I really don’t want this issue,
at this critical moment, this is a critical moment, thanks to Ms.
Turner and Ms. Williams and other people at Maryland General,
a critical moment to do something. If we don’t do it now, it may
not be done, not during our tenure here, anyway.

I just want to make sure, I can see where Mr. Ruppersberger
was going, trying to come to some kind of conclusion as to where
we go from here, so it is not something that just, we had a hearing,
and then 10 years from now, when another Maryland General
crops up, hopefully some place else, then we are saying the same
things, different set of people, people having suffered, people hav-
ing gotten wrong results, whatever.

I guess what I’m saying to you, Dr. Kass, it sounds like CAP and
CMS seem to be going in the direction of doing some things about
it. The question that still remains is how do we, going back to Mr.
Ruppersberger’s inquiry, how do we make sure that we take advan-
tage of this moment to make things better? I think it would be
criminal if we did not take this moment to make things better.

So what do you suggest we do? Mr. Ruppersberger was very clear
that not everything, and the chairman was even clear, that every-
thing does not require a Federal solution. But where all else fails
and we’re dealing with life threatening circumstances, then some-
times I think the Federal Government or government has to step
in.

So how do we do that balancing thing? Do we take a look at this,
say 6 months from now, and see where we are? What do you sug-
gest? And I direct it toward you because it seems like you’ve been
moving, your organization has been moving in the direction of try-
ing to address it. It doesn’t sound like you just stuck your head in
the sand and just said, look, this is not a problem. You understand
our concerns. And we all have a responsibility to make a difference.

I just don’t want to leave here feeling like we had motion, com-
motion, emotion and no results.
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Dr. KASS. Mr. Cummings, I agree absolutely with you. And I
know that you’ve never met me before. However, I can assure you,
I will be President of the College for another year and a half. This
is my top priority. I will assure you that the College will implement
all of the things that I’ve alluded to today. We will provide you
with a detailed description of what those changes are in our proc-
ess.

I will also promise you that I am absolutely confident that CMS
is going to move in the right direction with the stakeholders con-
ference. However, if I run up against a brick wall in making this
happen, in getting the kind of oversight and accountability that I
think everybody here wants, I can assure you, I know who to call.

Mr. CUMMINGS. Well, since you’re into promises and stuff, let me
promise you that you can call on us and we will back you up.

Dr. KASS. I would not hesitate one moment.
Mr. CUMMINGS. All right.
Mr. SOUDER. I was concerned you were enjoying this testimony

so much you would want to come up here multiple times over the
next few years. [Laughter.]

I want to tell Ms. Benner that while I don’t agree with Mr.
Sabatini’s proposal at this time, he’s one who can help it remain
accountable, if in fact CMS doesn’t move to continue to be vocifer-
ous in doing that.

I want to say to Mr. Notebaert that first off, it’s clear than when
confronted with a problem that was clearly at serious proportions
in Baltimore, in consumer confidence, you acted decisively, aggres-
sively, across the board, which was to be commended. Because no
matter what question it’s been, you were dealing with it and real-
ized it was going to be a general threat if you didn’t deal with it
decisively. That’s a strong management praise for how you handled
that.

Mr. NOTEBAERT. Thank you.
Mr. SOUDER. The other thing I wanted to say is, your pipe dream

that we’re going to be clear by surveyor in anything we do in
health care is never going to happen. This is in nursing homes, all
divisions of hospitals, we try to do this. It’s the biggest complaint
we get in any related medical field.

But we get it in the business area, we get it in the environmental
area, that depending on what inspector you have no a housing site,
there’s so much variation, it is just very difficult. Even when we
apparently write it in clear English, often we’re so busy compromis-
ing the fudge words in the debate that by the time it gets through,
even if they’ve tried to implement it, it would be confusing.

Nevertheless, it’s a goal we ought to have in Government, to
make it as clear as possible. Because when we talk about the cost
of health care in the United States, we add to that. The less clear
we are, the more inspectors you have, even though we’re trying to
protect the health, that’s part of the cost of health. And that’s our
constant tradeoff.

So I wouldn’t hold your breath to have the clarity coming in from
each inspector in every agency, all suddenly seeing the light, say-
ing, oh, this is what this particular word means. Nevertheless, it’s
an admirable goal that we ought to strive for.

Mr. RUPPERSBERGER. Mr. Chairman, may I make one comment?
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Mr. SOUDER. Yes.
Mr. RUPPERSBERGER. Mr. Sabatini’s name has been mentioned

here. I too have not agreed with him on every issue. But I have
a lot of respect for him. Unfortunately, he’s retiring, I understand.
He is one of those individuals that does get to the bottom line when
it deals with health issues.

So maybe Dr. Kass or someone else should consult him, now that
he’s going to be gone, and he can really tell it like it is, to help us
with this issue. Because I think he is a true professional and he
does usually want to get to the bottom line. I’m sorry he’s leaving,
but maybe we can use his expertise.

Mr. SOUDER. And he doesn’t seem to have much reluctance so
far, so I’m sure he’ll continue to do so. [Laughter.]

With that, the subcommittee stands adjourned.
[Whereupon, at 5:38 p.m., the subcommittee was adjourned, to

reconvene at the call of the Chair.]

Æ
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